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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address » 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 10 March 2003 . 
2a)Q This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) E3 Claim(s) 48.50 and 52-54 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |3 Claim(s) 48.50 and 52-54 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or □)□ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attach me nt(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 



2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 8 . 6) □ Other: 

U.S. Patent and Trademark Office ' ~~ ' 
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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Applicant cancels claim 51 and adds new claims 53-54, which are related to 
claims 48, 50-52. 

Accordingly, claims 48, 50, 52-54 are being examined. 

The following are the remaining rejections. 

REJECTION UNDER 35 USC 112, FIRST PARAGRAPH, NEW MATTER, NEW 
REJECTION 

Claims 48, 50, 52-54 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

1 . Claim 48 is drawn to a method for reducing aggregation during dehydration and 
rehydration of particulates in suspensions comprising adding to said suspension "at 
least 10%"(w/v) of trehalose and dehydrating the suspension. 

The specification does not disclose a method for reducing aggregation during 
dehydration and rehydration of particulates in suspensions comprising adding to said 
suspension "at least 10%" (w/v) of trehalose and dehydrating the suspension. The 
specification does not disclose the specific percentage of "at least 10%". 
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2. Claim 52 is drawn to a method for reducing aggregation during dehydration and 
rehydration of particulates in suspensions comprising adding to said suspension "at 
least" 30%(w/v) of trehalose and dehydrating the suspension. 

The specification does not disclose a method for reducing aggregation during 
dehydration and rehydration of particulates in suspensions comprising adding to said 
suspension "at least" 30%(w/v) of trehalose and dehydrating the suspension. 

3. Claim 53 is drawn to a method for reducing aggregation during dehydration and 
rehydration of aluminum hydroxide particulates in suspensions comprising adding to 
said suspension "at least" 15%(w/v) of trehalose and dehydrating the suspension. 

The specification does not disclose a method for reducing aggregation during 
dehydration and rehydration of aluminum hydroxide particulates in suspensions 
comprising adding to said suspension "at least" 15%(w/v) of trehalose and dehydrating 
the suspension. 

4. Claim 54 is drawn to a method for reducing aggregation during dehydration and 
rehydration of aluminum hydroxide particulates in suspensions comprising adding to 
said suspension "at least" 30%(w/v) of trehalose and dehydrating the suspension. 

The specification does not disclose a method for reducing aggregation during 
dehydration and rehydration of aluminum hydroxide particulates in suspensions 
comprising adding to said suspension "at least" 30%(w/v) of trehalose and dehydrating 
the suspension. 




Application/Control Number: 09/836,625 Page 4 

Art Unit: 1642 

REJECTION UNDER 35 USC 112, FIRST PARAGRAPH, ENABLEMENT, NEW 
REJECTION 

Claims 48, 50, 52-54 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Claims 48, 50, 52-54 are drawn to a method for "reducing" aggregation during 
dehydration and rehydration of particulates in suspension comprising adding to said 
suspension "at least 10%", 15% or 30% (w/v) of trehalose and dehydrating the 
suspension. The particulates are colloidal gold, polystyrene latex, or aluminum 
hydroxide. 

It is noted that due to the language "reducing", claims 48, 50, 52-54 encompass 
a method for reducing aggregation of particulates in suspension that have been 
aggregated, before the addition of trehalose, comprising adding to said suspension "at 
least 10%", 15% or 30% (w/v) of trehalose and dehydrating the suspension.. 

The specification discloses that while 15% and 30% trehalose present in the 
aluminum hydroxide sample during drying can prevent aggregation of aluminum 
hydroxide, 7.5% trehalose is insufficient to prevent said aggregation (p. 12-13, and table 
1 on page 12). 

One cannot extrapolate the teaching of the specification to the enablement of the 
claims. It is unpredictable that the claimed 15% or 30% trehalose could "reduce" 
aggregation of particulates in suspension, which had been aggregated before the 
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addition of trehalose, because it is unpredictable that trehalose could break up 
aggregates of particulates in suspensions. It is well known in the art that trehalose acts 
as a water radical scavenger, especially the OH species which are important in the 
aggregation processes of proteins, and saving the proteins from being attacked and 
denatured by the water-active species (Yousri, RM, 1980, Z. Ernahrungswiss, 19(2): 
1 11-121 , especially page 116, last paragraph bridging page 117), IDS # 56 of paper 
No:8, on 09/12/02, and thus it is not clear how and at what concentration, trehalose 
could break up particulates that had been already aggregated. The specification 
however, only discloses that the presence of 15% or 30% of trehalose in the 
composition comprising the particulates in suspension during drying and rehydration 
could "prevent" aggregation of aluminum hydroxide. 

Further, it is unpredictable that 10% of trehalose in claims 48 and 50 is sufficient 
to prevent aggregation of particulates, in view of the disclosure in the specification that 
7.5% trehalose is insufficient to prevent said aggregation, i.e. not any concentration of 
trehalose is sufficient for preventing aggregation of particulates, 

In view of the above, it would have been undue experimentation for one of skill in 
the art to practice the claimed invention as broadly as claimed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MINH-TAM DAVIS whose telephone number is 703- 
305-2008. The examiner can normally be reached on 9:30AM-4:00PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, ANTHONY CAPUTA can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
872-9306 for regular communications and 703-872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



0916. 



April 29, 2003 



MINH TAM DAVIS 




